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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 04 February 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1,3-7,9-16, 18, 19,24-26 and 30 is/are pending in the application. 

4a) Of the above claim(s) 3,11,13,14,16,18,19,24,25 and 30 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 Claim(s) 1.4-7.9.10.12.15. 26 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Claims 1, 3-7, 9-16, 18, 19, 24-26 and 30 are pending in the instant application. 
Claims 3,11, 13, 14, 16, 18, 19, 24, 25 and 30 remain withdrawn. 

Continued Examination Under 37 CFR 1.114 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on February 
4, 2009 has been entered. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on February 27, 2009 was 
in compliance with the provisions of 37 CFR 1.97 and 37 CFR 1.98. The IDS was 
considered. A signed copy of form 1449 is enclosed herewith. 

Response to Amendment 

4. The declaration filed on December 4, 2008 under 37 CFR 1.131 is sufficient to 
overcome the 35 USC 103 rejection based on the reference of Filzen et al. The 35 USC 
103 rejection is hereby withdrawn. 

5. Pursuant MPEP 803.02, the search and examination was extended. Prior art was 
found that anticipates the non-elected species of 
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, The Markush claims were rejected and non- 



elected species maintained withdrawn from further consideration. Furthermore, a new 
ground of rejection is set forth herein, Section 6. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his invention. 

6. Claim 1 (and dependent claims 4-7, 9, 10, 12, 15 and 26) rejected under 35 
U.S.C. 1 12, first paragraph, because the specification, while being enabling for 
making/using "pharmaceutically acceptable salt" of a compound of Formula I, does not 
reasonably provide enablement for making/using "solvate." The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to practice the invention commensurate in scope with these claims. 

The standard for determining whether the specification meets the enablement 
requirement was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 
U.S. 261, 270 (1916) which postured the question: is the experimentation needed to 
practice the invention undue or unreasonable? That standard is still the one to be applied. 
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In re Wands, 858 F.2d 731, 737, 8USPQ2s 1400, 1404 (Fed. Cir. 1988). MPEP 
2164.01(a) states "There are many factors to be considered when determining whether 
there is sufficient evidence to support a determination that a disclosure does not satisfy 
the enablement requirement and whether any necessary experimentation is undue". The 
factors are applied below to the instant claims. 
The breadth of the claims 

Encompasses "solvate" of a compound of Formula I. 

The nature of the invention & the state of the prior art/level of ordinary skill/level 
of predictability 

The state of the art for preparing solid forms (eg. solvate) of any given compound 
is unpredictable (eg. see Chawla et al., p. 9, 1st and 2nd paragraphs): 

• The number or existence of solid forms cannot be predicted. 

• The more diligently any system is studied the larger the number of 
polymorphs discovered 

• It is not commonly known in the art, or predictable, how different solid 
forms are made (Newman et al., p. 898, 2 nd column, last paragraph). 



The following is noted (MPEP 2164.03): 
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The amou i - 4 ~ idsn - i ■ n needed to 
enable the invention is inversely related to the amount 
of knowledge m site state of die an as well as the pre- 
dictability iii die art. In re Fisiwr 427 E2d 833, 839, 
166 USPQ 18, 24 (OCPA 1970), The "amoant of 
guidance or direction" refers to that nifonnadoa is the 
application, as i gmall} filed that teaches fivt; 
how to make or use the uiveiiaoii. Tine more that is 
known is she prior art about die natssre of the idea- 
tion., how to make, and how to use the invention, and 
the more predictable the sit is, the less information, 
seeds to be explicitly stated ;n the specification. In 
contrast if htrte is known m the prior art about the 
isatiire of the invention and the art is unpredictable, 

ecification Id aee more detail as r i 
make and use the invention in order to he enabling. 
-See. e.g * ?ro>! C p. v G& i/ifg i My F.3d 
1247, 1254. 70 U8?Q2d 132 L 1326 (Fed. Cif. 2004) 
i Nascent reehnolcgy howe^^r, tiKist be fasableJ with 
s 'specific and useful Teaching.' The Isw respires an 
ens tlmg disclosure foi na cent te> hrsolog} heca . e a 
person of ordinary skill in the art has little or bo 
knowledge independent from the patentee's instruc- 
tion. Thus, the public's, end of She bargain struck by 
the patent system is a full enabling disclosure of the 
claimed technology/' (citations omitted)}.-' 



Application/Control Number: 10/581,322 
Art Unit: 1626 



Page 6 



The scope of the required enablement vanes 
inversely with the degree of predictability involved : 
but cm u iih i e si i ure of even 
operable pecies is n lej.i^ 1 ingle eiiib li sens 
in i iro ide broa liable lenl a n es im lvmgpre 
dictable factors, such as mechanical or electrical ele- 
ment, 't-r!i> t .- i4i fjJ::: 5:5-:~ o: v>?o 

12.2, 12? (CCPA 1944); /« n? Cba*. 439 F.2d 730, 
734. 169 USPQ 298, 301 (CCPA 1971). However, in 
applications directed to mventsons in arts where the 
results ".re unpredictable the . isclosufe of a single 
species usually does nor provide an adequate basis to 
support generic claims, hi m Sa'l 97 F.2d 623. 624. 
38 USPQ 189, 191 (CCPA 193S). hi cases involving 
unpre b r ible : ietcrs ueh *■ m ; t chem :a!re tcis* ss 
and physiological activity, more msy be requir ed, /?? 
w FfrW. 427 F 2d 335. S39, Itf USPQ IS, 24 
(CCPA 1970) (contrasting mechanical mid electrical 

- rillrlit i 1) e 1' 1 11 i 1 'I 1 C l3 

activity). See also In m might, 999 ¥24 1557, 1562, 
27 US?Q2d 1510, 1513 (Fed. Car. 1993); In re Vaeck, 
947 F.2d 4S8, 496, 20 USPQ2d 1438, 1445 {Fed, Cat. 
1991). Tins is because it is not obvious from rite dis- 
closure of one species, what other species will work. 

The amount of direction provided by the inventor/existence of working examples 
In the instant case, there are no working examples that support of the claimed 
invention. The state of the art for preparing solvates/hydrates of the instantly 
claimed compounds appears to be nascent. Furthermore, evidence suggests a high 
degree of unpredictability in this field of endeavor. 

The quantity of experimentation needed to make or use the invention 
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MPEP 2164.01(a) states: 



There are many iactoss to be considered when 
determining whether there is sufficient evidence to 
support a determination that a disclosure dees not sat- 
i f the enablement requirement and whether anv nee - 
essaiy expermienration is "andae." These factors, 
include, but are not limited to: 

(A) Hie breadth of the eldnis; 

(B) The nature of the invention; 

(C) The state of the prior art: 

(D) The level of one of ordinary skill; 

(E) The level f pi « di : t abiii I in the art: 

(F; The amotait of direction provided by the 
inventor: 

(G) The existence of working examples: and 
iHtThe qun nv i pemn it —lei to 

make or no the indention based on the content of the 

disclosure. 



Based on the evidence regarding each of the above factors (see discussion above), 
the specification, at the time the application was filed, would not have taught one 
of ordinary skill in the art how to practice the claimed invention without undue 
experimentation. 

The instant claims prima facie lack enablement across the full scope claimed. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under 
section 122(b), by another filed in the United States before the invention by the 
applicant for patent or (2) a patent granted on an application for patent by another 
filed in the United States before the invention by the applicant for patent, except 
that an international application filed under the treaty defined in section 351(a) 
shall have the effects for purposes of this subsection of an application filed in the 
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United States only if the international application designated the United States 
and was published under Article 21(2) of such treaty in the English language. 

7. Claims 1, 4, 5, 7, 9, 12 and 26 rejected under 35 U.S.C. 102(e) as being 

anticipated by Shoda et al. The reference teaches the compound shown above (Section 5) 

as having pharmacological utility. 

Conclusion 

8. No claims allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is 
(571)272-9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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